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DETAILED ACTION 

1. This Office action is responsive to an amendment filed July 21, 2006. Claims 1-9, 
11-15 and 17-22 are pending. Claims 10 and 16 have been cancelled. Claims 9 and 14 
have been amended. No new claim has been added. 

Claim Objections 

2. The objection is withdrawn due to amendments. 

Claim Rejections - 35 USC § 102 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1-2, 4-13,15-19 and 21-22 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Moerman (US Patent No. 6,706,049). 

In regards to claim 1, Moerman disclose(s) a bodily fluid sampling device (10, 
80), comprising: 

an incision forming device 30 to form an incision in a finger; and 
an expression cap (16, 85) defining an opening (18, 92) through which the 
incision forming device 30 forms an incision, the expression cap (16, 85) having an 
expression surface (22, 88) to express fluid from the incision, the expression surface 
(22, 88) having at least two opposing compression surfaces (24, 88B) with a negative 
sigmoidal shape to enhance expression of body fluid from the incision, the expression 
cap (16, 85) defining a relief notch (26, 87) between the compression surfaces (24, 
88B), the relief notch (26, 87) being sized to receive the finger to permit the 
compression surfaces (24, 88B) to first contact the finger when the expression surface 
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(22, 88) is pressed against the finger (see figs. 1, 3B, 4A-B, 10 & 15; column 4/lines 39- 
42 & 43-48; column 5/lines 16-26, 28-33, 35-38 & 41-44; column 8/lines 32-38 & 54-59; 
column 8/line 60 to column 9/line 9; column 9/lines 19-28 & 31-36). 

In regards to claim 2, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
wherein: the expression cap (16, 85) includes a support portion 12 and an expression 
portion (14, 81) detachably coupled to the support portion, wherein the expression 
portion 14 is detachable from the support portion to allow cleaning of the expression 
portion 14 (see fig. 1; column 4/lines 49-52 & 58-61; column 8/lines 38-45). 

In regards to claim 4, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
wherein the expression surface (22, 88) is textured to enhance expression of fluid from 
the incision (see fig. 3B; column 6/lines 22-36 & 54-58; column 9/lines 31-36). 

In regards to claim 5, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
wherein the expression surface (22, 88) defines a plurality of ridges (see fig. 3B). 

In regards to claim 6, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
wherein the relief notch (26, 87) extends on opposite sides of the opening (18, 92) (see 
figs. 4A& 10). 

In regards to claim 7, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
further comprising a device body 12 coupled to the expression cap (16, 85) (see figs. 1 
& 10). 

In regards to claim 8, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
wherein the expression cap (16, 85) is removable from the device body 12 (see fig. 1; 
column 4/lines 49-52 & 58-61; column 8/lines 38-45). 
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In regards to claim 9, Moerman disclose(s) a bodily fluid sampling device (10, 
80), comprising: 

means for forming an incision 30 in a body part; and 
an expression cap (16, 85) defining an opening (18, 92) through which the 
means for forming the incision forms the incision, the expression cap (16, 85) having an 
expression surface (22, 88), the expression surface (22, 88) defining a relief notch (26, 
87), wherein the expression surface (22, 88) is capable of applying a generally even 
force against the body part when expressing body fluid from the incision, wherein the 
, expression surface (22, 88) has a negative sigmoid shape (see figs. 1 , 3B, 4A-B, 10 & 
15; column 4/lines 39-42 & 43-48; column 5/lines 16-26, 28-33, 35-38 & 41-44; column 
8/lines 32-38 & 54-59; column 8/line 60 to column 9/line 9; column 9/lines 19-28 & 31- 
36). 

In regards to claim 11, Moerman disclose(s) a bodily fluid sampling device (10, 
80) wherein the expression surface (22, 88) has a saddle shape (see figs. 4A & 10). 

In regards to claim 12, Moerman disclose(s) a bodily fluid sampling device (10, 
80) wherein the relief notch (26, 87) extends across the opening (18, 92) (see figs. 4A & 
10). 

In regards to claim 13, Moerman disclose(s) a bodily fluid sampling device (10, 
80) wherein the expression cap (16, 85) has a generally cylindrical shape (see figs. 1 & 
10). 

In regards to claim 15, Moerman disclose(s) a method, comprising: 
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providing a sampling device (10, 80) that has an expression surface (22, 88) with 
at least two opposing compression surfaces (24, 88B) that have a negative sigmoidal 
shape and a relief notch (26, 87) defined between the compression surfaces (24, 88B) 
that is shaped to generally conform to a body part; 

placing the expression surface (22, 88) against the body part with at least a 
portion of the body part received in the relief notch (26, 87); 

forming an incision in the body part with the sampling device (10, 80); and 

expressing body fluid from the incision by exerting pressure between the body 
part and the expression surface (22, 88) (see fig. 15; column 7/lines 1-17). 

In regards to claim 17, Moerman disclose(s) a method, further comprising 
analyzing the body fluid with the sampling device (10, 80) (see column 4/lines 39-42). 

In regards to claim 18, Moerman discloses a method further comprising keeping 
the sampling device in place against the body part during said forming and said 
expressing (see fig. 9; column 10/lines 12-20). 

In regards to claim 19, Moerman disclose(s) a method, wherein said placing the 
expression surface (22, 88) against the body part occurs before said expressing the 
body fluid (see column 7/lines 1-17). 

In regards to claim 21, Moerman disclose(s) a method, wherein said expressing 
includes pressing the expression surface (22, 88) against the body part (see fig. 9). 

In regards to claim 22, Moerman disclose(s) a method, wherein: 
the sampling device (10, 80) includes an incision forming device 30; 
the expression surface (22, 88) defines an opening (18, 92); and 
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said forming the incision includes forming the incision through the opening (18, 92) with 
the incision forming device (see column 7/lines 1-17). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Moerman ('049). 

Moerman discloses a sampling device that teaches all the limitations of the claim. 

However, Moerman does not expressly disclose that the expression surface is 
between about 0.2 to 0.6 square inches. Instead Moerman teaches an expression 
surface area that is capable of receiving a ventral side of a fingertip (see column 8/lines 
28-31). 

At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to provide an expression surface 
with a surface area between about 0.2 to 0.6 square inches because the Applicant has 
not disclosed that an expression surface area between about 0.2 to 0.6 square inches 
provides an advantage, is used for a particular purpose, or solves a stated problem. 
One of ordinary skill in the art, furthermore, would have expected Moerman's 
expression surface area and Applicant's invention to have performed equally well with 
either the dimension suggested by Moerman or the claimed dimension of between 
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about 0.2 to 0.6 square inches because both dimensions would perform the same 
function of receiving a fingertip (see column 8/lines 28-31). 

Therefore, it would have been prima facie obvious to modify expression surface 
area of Moerman to obtain the invention as specified in claim 14 because such a 
modification would have been considered a mere design consideration which fails to 
patentably distinguish over the prior art of Moerman. 

Response to Arguments 

7. Applicant's arguments filed July 21 , 2006, with respect to Mitchen (US Patent No. 
5,014,718) have been fully considered and are persuasive. The 102 rejection has thus 
been withdrawn. 

8. Applicant's arguments with respect to Moerman have been fully considered but 
they are not persuasive. Applicant argues that Moerman fails to disclose an expression 
surface having at least two opposing compression surfaces with a negative sigmoidal 
shape. This argument has been considered and has not been deemed persuasive. 

In regards to Applicant's argument that Moerman fails to disclose an expression 
surface having at least two opposing compression surfaces with a negative sigmoidal 
shape, the Examiner respectfully disagrees. As best illustrated in figure 15, Moerman 
clearly discloses an expression surface having at least two opposing compression 
surfaces with a negative sigmoidal shape. 
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expression surface (entire curve is sigmoidal in shape) 

In view of the foregoing, the rejection over Moerman is maintained. 

Conclusion 

9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rene Towa whose telephone number is (571) 272-8758. 
The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). y/n A 
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